JEKJAPAITASI O COOTBETCTBHH

JEKJIAPAHT, IPHHAMATIOHANA JEKJIAPAITAIO O COOTBETCTBAN

AO "Canogpu Poccus"

Ceedenus o peeucmpayuu opzanuzayuy: Medicpaiionnasn uncnexyus Dedepanoroti Ranozo6oi cayictvr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuniii dupexmop Monowe O.A.

Hoeepennoe nuyo: Knoxosa FO.C., dosepennocme 6/ om 01.12.2017

SAABJISAET, YTO
Aexapemeennoe cpedcmeo. Anrezpa, mabnemicu nOKpeimbie NAeHOUHOH obonoukott 180 mz 10 wm., ynaroexi

Avetixosvie KonmypHoie (1), naxu kapmounvie, PY Ne I1 N016292/01 om 13.04.2010 (dama 3amens
28.03.2017) evidano Canogu-Asenmuc Joiiunand In6X, cepus DT446, napmus 13000 YRaKoBOK, 200eH 00
01.08.2021, npouseoocmea Canogpu Bunmpon Hudycmpu, Ppanyus, Sanofi Winthrop Industrie, 30-36 avenue
Gustave Eiffel 37100 TOURS, France, koo OKIIJ[2 21.20.10.256, koo TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085313796 om 16.11.2018

COOTBETCTBYET TPEBOBAHWSIM
I N016292/01-040313 usm. N 1-5

AEKJTAPAIIUSE ITPUHSITA HA OCHOBAHHN
npomowon ucnsimanuil Ne 35110 om 27,11.2018 HJT OO0 HI] "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC FR DMO8.C28494 om 27.11.2018

{1 4 AEKJIAPALWAN 27.11.2018
“TBUTEJBHA IO 01.08.2021
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CBEJAEHUSI O PETUCTPAIIVHA

OPTAH 110 CEPTHOHKAIINH, BAPETUCTPUPOBABHINIA JEKJTAPAITHIO

RA.RU.11OMO08 OPIAH ITO CEPTHOHKAIIHH IIPONYKIHH OFILJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IIEHTP KOHTPOJIA KAYECTBA"

aopec opzanusayuu; 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzauna no
cepmugpurayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
catim: oykx.pa.

JIEI{JIAPAJ.[I/ISI O COOTBETCTBHH 3APETHCTPHAPOBAHA N POCC RU /]-FR.®M08.A.08412/18

AJBE&T;EgTPAIII/IH 27.11.2018
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Cepruduxar ananuza/
CepTudukar na cepuio

CAHO®H BUHTPOII HHAYCTPUA
30-36, aBenio INyerae Diigenn

37100 TYP, ®PAHLIKSA

SANOE]

IlponsgoncTeeHas niomanKka:
TOURP/TYP

Koa GMID 554120 Onucanne
NPONyKTa

Koa npoayxTa TOU 554120

HoMep cepnn DT446 Howmep cepun
3aKA34MKa

Jlata npomssonctea  27-ABI-2018 Cpok roanocTH

'Toprosoe nassanne Poccuiickas Menepaimn

Dopma BLiyCKA 10 IUTYK B | BNHACTEPE Tun

Bepcus ceprudiukara 2

AJUIETPA 180 MI' 10 LT, VIE RU

DT446

ABTI'-2021

TABJIETKH, [TOKPBLITHIE
TINIEHOUYHOH OBOJIOUKOR

Dexcodenannta ruapoxiopua (MK-
CMEKTPOCKONHA }

TuTana IHOKCHL

DKenesza okcun
TIOKA3ATEJIM KAYECTBA
OAHOPOAHOCTE DO3HPOBAHUS

Bona

PACTBOPEHHE

S1. MEHEMANLHOS KOMHYECTRBO Yepes
45 MuH

FIOCTOPOHHHE NPHMECH
MDL 102.038

MDL 46.016

CymMa HenaeHTH(HIHPOBaH -
HBIX IpuMecei

CyMMa Beex npuMeceid
KOJIMHMECTBEHHOE

ONPENEJEHWUE
Dexcodenatiiia ruapoXnOpHI

aHanHza
TokazaTenp .. Hopma Pesyanrar i
ONUCAHHE o ,
Omucanpe AThie BOAKOBRINYKIbIe - COOTBETCTBYET

TIOKDBIThIC MICHOMHOM - -
NOJJHHHOCTh

COOTBETCTBVET

:COOTBETCTBYET

OOTBETCTBYET
*COOTBETCTBVET

COOTBETCTBYET
23 %

192 %

#€0.1

‘He o0HapykeHo
€ ONPENENeHO KOIHIECTBEHHO

0.1

-:182,9 mriTabnerxka
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HacTosiuum noaTeRepkAaeM, 4T0 MPOU3BOACTED 3TOI CEPHH BBINOIHANOCH B COOTBETCTRHM C Tpebosanuamy GMP u
COOTBETCTBYET NONOKEHHAM NIPUMEHHMOTO PEMMCTPAUHOHHONO YAOCTOBEPEH S

HacTosninm noaTeepskaato, 4o Bee 3Tankl IPOUIBOACTEA ITOM CEPHU TOTOBOTO npeinapata ObUIH BbIMOAHEHb! B
NOAHOM COOTBETCTRAN ¢ Tpebosannimu GMP EC 1 TpeGoBanuAMM perucTpauMoHHOro(bIx) yaocropepenua(i)
CTPaHBI/CTPaH HA3HAYEHHA.

CTarye Boinycka MMPHHATO

JaTa semycxa (UTC +1) 05-HOA-2018 17:29:50,00

Tloanucano yNoTHOMOUEHHEIM MAKCHM BAJEPHO (MAXIME VALERIO)
fTanoM

Ceprudukar aHau3a yTEEPKIEH B LICKTPOHHOM BHaE
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Certificate of analysis /

Batch certificate S A % @ ? §
SANOFT WINTHRCP INDUSTRIE

30-36, avenue Gustave Eiffel 3ite : TOURPE
37100 TOURS-FRANCE

Code GMID 504120 Item Description ALLEGRA 180 MG 10 CP VTE RU
Article code TOU 554120

Lot Number DT446 Customer batch DT446

Manufacturing Date 27-AUG-2018 Expiry Date AUG-2021

Market name Russian Fed.

Presentation 1 BLISTER OF 10 UNITS Type TABLET, FILM COATED

Version of Coa 2

Tests .- Results o

CHARACTERS

Characters 1 COMPLY

IDENTIFICATIONS

Fexofenadine hydrochloride (HPLC) . COMPLY

Fexofenadine hydrochloride (IR) COMPLY

Titanjum diozide COMPLY

Iron oxide COMPLY

TESTS
Uniformity of dosage units COMPLY

1.3 %

Water content

DISSOLUTION
S1:Mini at 45 min

DEGRADATION PRODUCTS
MDL 102.038

MDL 46.016

0.1

not detected

i not quantified
0.1

Total other degradants
Total degradants

ASSAY :
Fexofenadine hydrochloride A7 B9 0. mo/tablet o Gienii 18209 mg/ep
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Certificate of analysis /

Batch certificate S ﬁg % @ ? E

30-36, avenue Gustave Riffel Site : TOURP
37100 TOURS-FRANCE

Code GMID 554120 Item Description ALLEGRA 180 MG 10 CP VTE RU
Article code TOU 554120
Lot Number DT446 Customer batch DT446
Manufacturing Date 27-AUG-2018 Expiry Date AUG-2021
Market name Russian Fed.
Presentation 1 BLISTER OF 10 UNITS Type TABLET, FILM COCATED
Version of Col 2
).
e A = it e e =

We hereby certify that the manufacture of this batch has been carried out in accordance with GMP and complies with

the provisions of the relevant marketing authorization

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP reguirements of the EU and with the requirements of the

Marketing Authorisation (8) of the destination country/countries,

9

Release status ACCEPTED
Release date (UTC +1) 5-NOV~2018 17:29:50.00
Signed by qualified person MAXIME VALERIO

Certificat d'analyse approuvé électroniquement / Certificate of analysis electronically approved
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